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14.1, GeneraIl Information

'Bi6sehse W~bstcr, ick
Applicant a ia aon Canyon Road'

Diaiodat a.ioid 9 6 S

Fax: 9989.S0

Date; Dccrmber .19, 2Q13

Contact Perion: Wa~eR; Hohiam
Project :Managcr~egu i~ory'Affirs

Authored Byvk ?vshe Hddhmitz
Quayf adRg~~r Manager
Bioseiise Websti r (SRAEL ),,btd.

Trade/Propietay Devie Name: CARTOtP3 EP NavigationrSystemn, Vers Iion 4.2' 'and
Accessories

Marnnifactu. ihg Part.Number: FG-54OOA)01

Comlmos Device Namie: Cardiacmapgsytm

Classification Name: Programmable diagnostic-computer
Class 11; 211 CFR,87. 1425,- Product CodeDQK

PredicateDevlces:, 'CARTt D3 EP Nav igtioiSystemf, Version 3.0 cleared,
via~s 5 ()K250 y-;212.

Refcr6ziccdDevice I
Siemens.MAGNETOM bkyrawith SmgoMR DII,
51OQk) K!~ 11242 c1lai"dNov*mWr23, 12011.

Rdfer~nce Devie2.
'ST:JUDE EnSite- NAvXrh COTACT,5 I10(k)
K130721 cfr'1ted A-iigdst 2 9, 2013, includ~d,,nIi for'
the 'VeiiSens etSys tekImn So ,ftware.

Manuiifaictuing iiFaciliti: Biosense Webster (Israel), Ltd.
a Johnson & Johonornpany
4 Hatnufa Street, OB>275,
Yokneam.26692 ISRAEL

Biosens Webstr. Inc: Traditidnal S1O(k),
CArrTo's3V4.2E udtitn, PeOf f14?1
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Biosense Websiei, Idic.
a Johnson,& John I on. Company
3333,Diamond dnyon Road
Diamond Bar; California,91765 USA

14.2 SubtstantI Equivalence

10m"e U EP, Navigation'8yswem; Veion 42 is substaniially equivnlentijojhe
legallyim~rketed CARTO 313EP Navigtion- System, Version 1.0 and two:Reference
'Devices as sown in the following ,Tab le:

Predicat evices for CARTO% 3EP N Iavig ationSystem, Versin 4.2

___________________ NName Equivalence Criteria

CA i& 3-1EP Na~gatioi ii050 Mj preiat for~leay
System Version,3. fintonality

wii- M G E Q -' KI 11242. R For~segihentation funcioq .. t

ST JUDE EnSite NavXTh
CONTACT,45 1 0(kycleared kC130727 Farl(sgmentation functionality'
August.29, 2013,iiichided _____

,14.3 Descripition .of'D eice

te CxrTOiJ,SysiemfYV{2 is a catheter~basedalal! and ventricular mapping system
designedlo acq.. ..i--d aiaalyz-&ta pons anPd ii'ehs 6Niinformati6nid'*ispi'31)

anaorican~l~trantoica mpofteuan heartin real-ime.'The locaion:
linformiatiobn neddto c'reate the c'ardia,;nia"ps inki the local I~cr~rm tedued
using a specialized mapping caiheters-and refereiicc devices. Thesystem-al lows real-
time diplay of electrograms; and cardiac maps base on, the, received iflcardiac
sigii~s ftdi the catheters in a number of diffeent t.onnats; The acquiredpaiient';
signIals,- i ncl ,uding b od Iy surface ECG and'intracardiac elect rograms,(IECG) 'ffiy also

be~ ~ qp diplye 'oihsplay screen. The CARyo® 3: SystemV4.2 uses two distinct
types of location technology -magetic sensortdchnoiogy and Advanced Catheter

Lbaton.(ACL)technooy.

14.4 Indication foreUse

The intendeduse~botthe CAxRod,3 Syte iidtefb*cardiac
electraphysiologica (EP )procedures.,The CART6 5'3. Sys ternprovides information
about the electricalactivityaf the hea a abu cathee oaindrn h
procedure. The* sytmcainbetused on pitients who ae eligible for a conventiona~l'
electr'ophysiological procedure. The systemhas no specialcontraindicatians.

Bia&ns~ ebser 1 nc.Tridluonal 51(k)
CAT w A2 EP Navigaton Pagp tO6o 01491
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114.5 TechnologIcal"Characteristics

'The EroposedCARros 3 EP Navigation 'Systpm,Nt~crsion i4.2,!has the samne
technologicalcharacristics.(i. e.,dekign, nmeri, chemical composition, energy
,source):as: the, predicate CARTo 3 EP Navigation System, Version3.0. 1A summnay
:of the techno-l"g &Iicharacteristic's of the n~w'c\'ice ccoprdt the piedi_,ca-te
device is as;follows:

*The hamrdwar plafor of the new Vdrsioni 4.2 is identical to the predicate,
Version %O' except for relacement of aPrinted Circuit Board.'

*The differences between. CARTO 3 0 System , Version':0 and Version 4.2 are
mainffl iree'addedosfware features, -one Of which recjired a hardware
Change aslfollows:

oCARtOMtROef1us ImagelIntegration Software Module Improvement
o0 Continuous ECG Visualization Module.
o6 'Tisue PrdxiitY Inditiaj (TPI) Module:-

*. S',ofiware Feature: fAdded Tissu -e, P ro Ixi mi ty.Indi Ication (i!
algorithms.

* ardwvareFeature: Modified ACLTx card toadd elktrode voltage
mheasuremfent

'o SMA2tOCHh Module.

*! In addition, Biosense W6bster improvcd'(i e.g enhanced) the capabiiies of
four prev. ioul l~dsoiaefaue sfl~

bi Enhanced YistiTag7 II Module
o' Efibaniced Continuou's'Acquisitio of Electroanitomical.Pointis,
o Enhanced Time-Sync;Hesit Rlythm fr CARToUNvu"'l Fluoro,

o Etnhanced Map.-Alignment Tool MAT)

*0 Finallyr, Biosense Wester, updated 'FDA on features that wvete incorporated
ta U90Ltters ,to File sin e "the last submission: Two-new Map Displays.

New Signal- nnotation Opitions; an additional Foot.Pedal (ergonomilc
fetr 6guprt of.New Cathete, an fd supporE ofmDal' Monitors.

14.6 Sumrofn-ineIPro ncTetg

TheCARTO "3 ENavigation Sy~st6r Merioiii 4.2under-went"exten-siveBenc~h and
Animal Testing oveiythe new and'modi'fiet'd f'tureslandto emonstrate with

regressionutstinig that the'newi/mno di IfiIe Id .fdaflres slidno~t negati'vely affet existing
fijis. TheCXi&3 EP Navigatibn Syitem,; Version* 4.6assed allitests in
accordance wiihappropflate test criteria and standards, anidthe modified device'did
nt raie new. qusin f seyoreffeiVeneis.

Biosese WesterInc.TradfUona 510(k)
-CARTO@~~P 3V4EP4A'aior Peofi49n:
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14.7. Conellis,

TheBenichanird. Aimal Non-Clinical.,Testing demnonstrae that the CARTO® 3 EP
Naivigation System, Version 4.2 is assafe, as efcveanprorsas well as or
bette,thanithe predicate devidcandtwo reference dcv ces. This tebting proga

sports the dete iaon of substantial~equivalence to the predicate/reference

;8osense webster, Inc., -Teliiihi510(k)
CART6t:3 V4.2 EP aigto* aeA7of19
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administation

10903 New Hamapshire Avenue
Ocwrneat Controll Center - W066-0609

July 1, 2014

Biosense Webster, Inc
Wayne Rt. Hohman
Product Manager Regulatory Affairs
3333 Diamond Canyon Road
Diamond Bar, CA 91765

Re: K133916
Trade/Device Name: CARTO 3 EP Navigation System, Version 4.2
Regulation Number: 21 CFR 870.1425
Regulation Name: Programmable Diagnostic Computer
Regulatory Class: Class 11
Product Code: DQK
Dated: May 29, 2014
Received: June 2, 2014

Dear Mr. Hobman,

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic 'Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRJ1I does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional contriols. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish firther announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
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the quality systems (QS) regulation (21 CFR. Part 820); and if applicable, the electronic product
radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://AvwwNfda.gov/MedicalDevices/ResourcesforYou/lIldustrv/default.htm. Also, please note
the regulation entitled, 'Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.l'da.gov/MedicaiDevices/Safety-/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7 100 or at its Internet address
htto)://wxwv.fda.gov/Medica]Devices/ReSOuircesf'orYOLI/Industi-v/de'atilt.hitm.

Sincerely yours,

I it t> -
for ram D. Zuckerman, M.D.

Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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5 INDICATIONS FOR USE

510(k), No (if known): _____

Device Name: CAXTO 3 EP' Navigation System, Version 4.2

Indications for Use:

The intended use of the CART& 3 System is catheter-based cardiac
clectmophysiologicsl (El') procedures. The CAXT"3 System provides information
about the electrical activity of the hemn and about catheter location during the
procedure. The:systemn can be used on patients who are eligible for a conventional
eledrophysiological-procedure. The system has no special contraindications.

Prescription Use 4NIO Over-Te-Counter Use_ _
(Part 21 CFRSO01 Subpart D) AN/R(21 CFR t0OI SubpartCQ

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrencee of CDRH, Office of Device Evaluation (ODE)

.01
-04'00'

Blen. I=tr !l TmadtnsI51(k)
CARWE 3 V42 EP Nfgron Pop 610@11491

Page 1 of 1


